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UNCLAS STATE 083886 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, DA 

SUBJECT: FDA ADVISORY - IMPROPERLY PLATED SKIN 

ELECTRODES (T-056-7) 

1 . FDA ADVISES OF THE FOLLOWING RECALL: 

PRODUCT INVOLVED: 

ELECTRODE LEAD ASSEMBLIES WHICH ARE USED ON BODY SKIN 
SURFACES WITH LEADS TO ELECTRO-MEDICAL INSTRUMENTS. 

PRODUCT IDENTIFICATION: 

MANUFACTURING BRAND IS "NCM" AS SHIPPED. 10 OF 11 DIRECT 
CONSIGNEES USE THE ASSEMBLIES TO PACK WITH ELECTRO-MEDICAL 
INSTRUMENTS AND MAY ALSO DISTRIBUTE THE INDIVIDUAL LEAD 
ASSEMBLIES SEPARATELY. POSSIBLY UNDER THEIR OWN BRAND 
LABELS (WHICH ARE NOT KNOWN AS PRESENT). 

UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 083886 


THE ASSEMBLY MODEL (OR PART) NUMBERS WHICH ARE UNDER RECALL 
ARE K2088, K2129, K2130, K2298, AND 77009. ALL OF THESE 
NUMBERS ARE BEING RECALLED AND WERE MANUFACTURED BY THE 
FIRM BETWEEN 10 JUNE AND 31 DECEMBER 1976. 

MANFACTURER/RECALLING FIRM: 
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NATIONAL CABLE MODELING CORPORATION 
136 S. SAN FERNANDO ROAD 
LOS ANGELES, CALIFORNIA 90031 

THE DEFECTIVE CONTACT DISK THAT WAS USED IN THESE ASSEM- 
BLIES WAS CUSTOM SYSTEMS ASSOCIATES, INC. BIO-PHYSICS DIV. 

14100 NW SCIENCE PARK DR., PORTLAND OR 97229. 

2. REASON FOR RECALL RECOMMENDATION: 

THE BRASS DISK WHICH IS PLATED WITH SILVER FOR CONDUCTI- 
VITY AT AN OUTSIDE FIRM AND THEN RETURNED TO NATIONAL 
CABLE WHERE THE SILVER CHLORIDE IS COMPOUND ON TO THE 
DISK FORMING THE "SK-22 SILVER CHLORIDE PELLET". 

THIS PELLET IS THEN USED IN THE PRODUCTION OF THE LEAD 
ASSEMBLIES. BECAUSE OF AN INADEQUATE PLATING THICKNESS 
OF THE SILVER ON THE BRASS DISK THE ZINC FROM THE BRASS 
REACTED WITH THE SILVER CHLORIDE PRODUCING ZINC CHLORIDE 
WHICH WAS RESPONSIBLE FOR SKIN IRRATION AND SKIN BURNS. 

3. POST IS REQUESTED TO CONTACT FOREIGN CONSIGNEE TO 
DETERMINE IF THEY HAVE RECEIVED LETTER DATED 7 MARCH 1977 
REQUESTING RECALL OF ELECTRODE-LEAD ASSEMBLIES. ALL RECALLS 
ARE TO BE RETURNED TO NATIONAL CABLE FOR DESTRUCTION. ANY 
QUESTIONS CONSIGNEE MAY HAVE WITH RESPECT TO RECALL SHOULD 
BE DIRECTED TO FIRM (NATIONAL CABLE MODELING CORP.) 
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4. FOREIGN CONSIGNEE AS FOLLOWS: 

DR. TOM G. BOLWIG 
CODISAN A/S 

PSYCHOMCHEMISTRY INST. 

ANEMONEVEJ 60, DK-4000 ROSKILDE 
COPENHAGEN, DENMARK 
VANCE 
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